AMENDMENT AND RESPONSE UNDER 37 CFR § 1.111 
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Filing Date: September 30, 2003 

Title: SENSORS HAVING PROTECTIVE ELUTING COATING AND METHOD THEREFOR 



REMARKS 

This responds to the Office Action dated October 17, 2005 (hereinafter referred to as 
"Office Action"), and the references cited therewith. 

Claims 1, 3, 9, 12, 14-15, 18-20, 22-23, and 26 are amended, no claims are canceled, and 
no claims are added; as a result, claims 1-27 are now pending in this application. The 
amendments to the claims are fully supported by the specification as originally filed, and no new 
t matter has been added. Applicants hereby respectfully request further examination and 

reconsideration of the application in view of the following remarks. 

Objection to the Abstract 
Applicants have amended the abstract and submit the abstract meets the requirements of 
M.P.E.P. § 608.01(b). Reconsideration is respectfully requested. 

§ 702 Rejection of the Claims 

Claims 1-2, 4-6, 8-10, 14, 17-18 and 21 were rejected under 35 U.S.C. § 102(b) as being 
anticipated by Ward et al. (U.S. Patent No. 6,212,416). 

Anticipation requires that the claimed subject matter be identically disclosed in the prior 
art. In reArkley, 172 U.S.P.Q. 524, 526 (C.C.P.A. 1972)(emphasis added). The reference relied 
upon must teach or suggest all the limitations of the claims. See In re Wilson, 424 F.2d 1382, 
1385, 165 U.S.P.Q. 494, 496 (C.C.P.A. 1970)(stating "fajll words in a claim must be considered 
in judging the patentability of that claim against the prior art")(emphasis added). 

Claims 1, 2, 4-6, and 8: 

Applicants submit the cited reference (Ward) fails to anticipate claims 1, 2, 4-6, and 8 
because the elements cannot be identically found in such reference. For example, Applicants 
cannot find in Ward "a cardiac management implantable device having an intravascular body; 
one or more chemical sensors coupled with the intravascular device body," as recited in 
Applicants' claim 1. Rather, Ward recites an "[i]mplantable unit 160 including] disc-shaped 
glucose sensor 162 which is connected to electrometer and telemetry conditioning package 164 
via anode wire 166a and cathode wire 1666." (Ward, col. 8, Ins. 39-43; FIG. 9). 



Page 7 

Dkt: 279.437US1 



AMENDMENT AND RESPONSE UNDER 37 CFR § 1.1 11 Page 8 

Serial Number: 10/677,144 Dkt: 279.437USI 

Filing Date: September 30, 2003 

Title: SENSORS HAVING PROTECTIVE ELUTING COATING AND METHOD THEREFOR 

Claims 2-8 are dependent on claim 1 and are patentable over Ward for the reasons stated 
above. Accordingly, Applicants respectfully request withdrawal of the rejection of claims 1, 2, 
4-6, and 8. 

Claims 9 and 10: 

Applicants submit the cited reference (Ward) fails to anticipate claims 9 and 10 because 
the elements cannot be identically found in such reference. For example, Applicants cannot find 
in Ward "a cardiac management implantable device having an intravascular device body; one or 
more blood monitoring," as recited in Applicants' claim 9. 

Claims 10-13 are dependent on claim 9 and are patentable over Ward for the reasons 
stated above. Accordingly, Applicants respectfully request withdrawal of the rejection of claims 
9 and 10. 

Claims 14 and 17: 

Applicants submit the cited reference (Ward) fails to anticipate claims 14 and 17 because 
the elements cannot be identically found in such reference. For example, Applicants cannot find 
in Ward "a cardiac management implantable device having an intravascular device body; means 
for sensing a chemical substance coupled with the intravascular device body," as recited in 
Applicants' claim 14. 

Claims 15-17 are dependent on claim 14 and are patentable over Ward for the reasons 
stated above. Accordingly, Applicants respectfully request withdrawal of the rejection of claims 
14 and 17. 

Claims 18 and 21: 

Applicants submit the cited reference (Ward) fails to anticipate claims 18 and 21 because 
the elements cannot be identically found in such reference. For example, Applicants cannot find 
in Ward "providing a cardiac management implantable device having an intravascular device 
body; coupling a chemical sensor with the intravascular body," as recited in Applicants' claim 
18. 

Claims 19-27 are dependent on claim 18 and are patentable over Ward for the reasons 
stated above. Accordingly, Applicants respectfully request withdrawal of the rejection of claims 
18 and 21. 
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§ 705 Rejection of the Claims 

Claims 3, 12-13, 15-16, 20 and 22-23 and 27 were rejected under 35 U.S.C. § 103(a) as 
being unpatentable over Ward et al. (U.S. Patent No. 6,212,416) as applied to claims 1, 9, 14 and 
18 above, and further in view of Matsuda et al (U.S. Patent No. 5,462,976). Claims 7 and 24 
were rejected under 35 U.S.C. § 103(a) as being unpatentable over Ward et al. (U.S. Patent No. 
6,212,416) as applied to claims 1 and 18 above, and further in view of Allais et al. (U.S. Patent 
No. 3,056,727). Claim 1 1 was rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Ward et al. (U.S. Patent No. 6,212,416) as applied to claim 9 above. Claim 19 was rejected 
under 35 U.S.C. § 103(a) as being unpatentable over Ward et al. (U.S. Patent No. 6,212,416) as 
applied to claim 18 above, and further in view of Herweck et al. (U.S. Publication No. 
2003/0153901A1). Claims 25-26 was rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Ward et al. (U.S. Patent No. 6,212,416) as applied to claim 18 above, and further in view of 
Goldburt et al. (U.S. Patent No. 4,900,136). Applicants respectfully traverse these rejections and 
submit that the Office Action has not made out a prima facie case of obviousness. 

To establish a prima facie case of obviousness, three criteria must be met. First, there 
must be some suggestion or motivation, either in the cited reference (or references), or in the 
knowledge generally available to one or ordinary skill in the art, to modify the reference or 
combine reference teachings. M.P.E.P. § 2142 (citing In re Vaeck, 947 F.2d 488, 20 U.S.P.Q.2d 
(BNA) 1438 (Fed. Cir. 1991)). According to In re Lee, "there must be some motivation, 
suggestion, or teaching of the desirability of making the specific combination that was made by 
the applicant." 61 U.S.P.Q.2d 1430 (Fed. Cir. 2002)(citing In re Fine), see also ACS Hospital 
Systems, Inc. v. Montefiore Hospital, 732 F.2d 1572, 1577, 221 U.S.P.Q. 929, 933 (Fed. Cir. 
1984)(holding "[o]bviousness cannot be established by combining the teachings of the prior art 
to produce the claimed invention, absent some teaching, suggestion or incentive supporting the 
combination"). 

As further stated by In re Lee, the "factual question of motivation is material to 
patentability, and [can] not be resolved on subjective belief and unknown authority'' In re Lee 
(emphasis added). "We do not 'pick and choose among the individual elements of assorted prior 
art references to recreate the claimed invention,' but rather, we look for 'some teaching or 
suggestion in the references to support their use in the particular claimed combination.*" Symbol 
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Technologies, Inc. v. Opticon, Inc., 935 F.2d 1569, 19 U.S.P.Q.2d 1241 (Fed. Cir. 1991). 
Motivation to combine requires desirability, not merely a trade-off. Trade-offs often concern 
what is feasible, not what is necessarily desirable. Motivation to combine requires the latter. 
Winner International Royalty Corp. v. Wang, 202 F.3d 1340, 53 U.S.P.Q.2d 15080 (Fed. Cir.), 
cert denied, 530 U.S. 1238 (2000). 

A factor cutting against a finding of motivation to combine or modify the prior art is 
when the prior art teaches away from the claimed combination. A reference should be 
considered as a whole, and portions arguing against or teaching away from the claimed invention 
must be considered. Bausch & Lomb, Inc. v. Barnes-Hind/Hydrocurve, Inc., 796 F.2d 443, 230 
U.S.P.Q. 416 (Fed. Cir. 1986). A proposed combination that creates an inoperable reference 
teaches away from combination. When an office action proposes a combination that makes a 
prior art reference inoperable for its intended purpose, the resulting inoperable prior art reference 
may be considered to teach away from the proposed combination, i.e., not teach the combination, 
thereby supporting a showing of nonobviousness. In re Gordon, 733 F.2d 900, 902, 221 
U.S.P.Q. 1 125, 1 127 (Fed. Cir. 1984)(finding no suggestion to modify a prior art device where 
the modification would render the device inoperable for its intended purpose). 

An invention is not obvious where prior art elements are from unrelated/non-analogous 
fields. "The combination of elements from non-analogous sources, in a manner that reconstructs 
the applicant's invention only with the benefit of hindsight, is insufficient to present a prima 
facie case of obviousness." In re Oetiker, 977 F.2d 1443, 24 U.S.P.Q.2d 1443, 1446 (Fed. Cir. 
1992). 

Second, the prior art reference (or references) must teach or suggest all of the claim 
limitations. M.P.E.P. § 2142. 

Third, there must be a reasonable expectation of success. M.P.E.P. § 2142. 

Claims 3, 12-13, 15-16, 20, 22-23, and 27: 

Claim 3 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claim 3 because, among other things, all claim limitations are not found in Ward 
nor Matsuda. For example, Applicants cannot find in Ward nor Matsuda "wherein the 
intravascular device body includes a cavity therein, the cavity disposed adjacent the one or more 



AMENDMENT AND RESPONSE UNDER 37 CFR §1.111 Page 11 

Serial Number: 10/677,144 Dkt: 279.437US1 

Filing Date: September 30, 2003 

Title: SENSORS HAVING PROTECTIVE ELUTING COATING AND METHOD THEREFOR 

chemical sensors, the drug eluting substance disposed within the cavity," as recited in 
Applicants' claim 3. 

Notwithstanding the fact that the references do not teach or suggest all of the claim 
limitations, Applicants submit there is legally insufficient motivation to combine Ward and 
Matsuda. The Office Action asserts "[i]t would have been obvious to one having ordinary skill 
in the art at the time the invention was made to fill the cavities of the glucose sensor as disclosed 
by Ward with the drug eluting substance consisting of dexamethasone or a platelet inhibitor 
incorporated into a GAG polymer matrix and compressed with starch into a capsule as taught by 
Matsuda since this allows for controlled release of the drug locally." (Office Action, pg. 4). The 
Office Action similarly asserts that Ward, individually, "teaches that to minimize fibrotic tissue 
growth around the sensor, drugs such as dexamethasone and other corticosteroids can be 
incorporated into a polymer matrix disposed on the sensor that allows slow release of the drug 
locally." (Id.). 

The Office Action appears to pick and choose among individual elements of assorted 
references to recreate the claimed invention without some teaching or motivation in the 
references to support their use in the particular claimed combination, as prohibited by Symbol 
Technologies, Inc. 935 F.2d 1569. Motivation to combine requires desirability, not merely a 
trade-off Winner International Royalty Corp., 202 F.3d 1340. 

Because neither Ward nor Matsuda teaches or suggests all of the claimed subject matter 
of Applicants' claim 3, and no legally sufficient motivation to combine the subject matter of such 
references has been provided, Applicants respectfully request withdrawal of the rejection of 
claim 3. 

Claims 12 and 13 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claims 12 and 13 because, among other things, all claim limitations are not 
found in Ward nor Matsuda. For example, Applicants cannot find in Ward nor Matsuda 
"wherein the intravascular device body includes a cavity therein, and a pre-compressed drug 
substance is shaped to fit within the cavity," as recited in Applicants' claim 12. 
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In addition, Applicants submit there is legally insufficient motivation to combine Ward 
and Matsuda. To this end, Applicants hereby incorporate by reference the relevant arguments 
stated above with respect to claim 3. 

Because neither Ward nor Matsuda teaches or suggests all of the claimed subject matter 
of Applicants' claim 12, and no legally sufficient motivation to combine the subject matter of 
such references has been provided, Applicants respectfully request withdrawal of the rejection of 
claim 12. Claim 13 is dependent on claim 12 and is patentable for the reasons stated above. 

Claims 15 and 16 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claims 15 and 16 because, among other things, all claim limitations are not 
found in Ward nor Matsuda. For example, Applicants cannot find in Ward nor Matsuda 
"wherein the intravascular device body includes a cavity therein, and a pre-compressed drug 
substance is shaped to fit within the cavity," as recited in Applicants' claim 15. 

In addition, Applicants submit there is legally insufficient motivation to combine Ward 
and Matsuda. To this end, Applicants hereby incorporate by reference the relevant arguments 
stated above with respect to claim 3. 

Because neither Ward nor Matsuda teaches or suggests all of the claimed subject matter 
of Applicants' claim 15, and no legally sufficient motivation to combine the subject matter of 
such references has been provided, Applicants respectfully request withdrawal of the rejection of 
claim 15. Claim 16 is dependent on claim 15 and is patentable for the reasons stated above. 

Claim 20 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claim 20 because, among other things, all claim limitations are not found in 
Ward nor Matsuda. For example, Applicants cannot find in Ward nor Matsuda "wherein 
disposing the drug eluting substance includes filling a cavity of the intravascular device body 
with the drug eluting substance," as recited in Applicants' claim 20. 

In addition, Applicants submit there is legally insufficient motivation to combine Ward 
and Matsuda. To this end, Applicants hereby incorporate by reference the relevant arguments 
stated above with respect to claim 3. 
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Because neither Ward nor Matsuda teaches or suggests all of the claimed subject matter 
of Applicants' claim 20, and no legally sufficient motivation to combine the subject matter of 
such references has been provided, Applicants respectfully request withdrawal of the rejection of 
claim 20. 

Claim 22 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claim 22 because, among other things, all claim limitations are not found in 
Ward nor Matsuda. For example, Applicants cannot find in Ward nor Matsuda "further 
comprising compressing a platelet inhibitor drug and forming a capsule, and disposing the 
capsule within a cavity of the intravascular device body," as recited in Applicants' claim 22. 

In addition, Applicants submit there is legally insufficient motivation to combine Ward 
and Matsuda. To this end, Applicants hereby incorporate by reference the relevant arguments 
stated above with respect to claim 3. 

Because neither Ward nor Matsuda teaches or suggests all of the claimed subject matter 
of Applicants' claim 22, and no legally sufficient motivation to combine the subject matter of 
such references has been provided, Applicants respectfully request withdrawal of the rejection of 
claim 22. 

Claim 23 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claim 23 because, among other things, all claim limitations are not found in 
Ward nor Matsuda. For example, Applicants cannot find in Ward nor Matsuda "further 
comprising compressing a drug with a starch and pressure molding the drug into a predetermined 
shape, and disposing the molded drug into a cavity of the intravascular device body," as recited 
in Applicants' claim 23. 

In addition, Applicants submit there is legally insufficient motivation to combine Ward 
and Matsuda. To this end, Applicants hereby incorporate by reference the relevant arguments 
stated above with respect to claim 3. 

Because neither Ward nor Matsuda teaches or suggests all of the claimed subject matter 
of Applicants' claim 23, and no legally sufficient motivation to combine the subject matter of 
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such references has been provided, Applicants respectfully request withdrawal of the rejection of 
claim 23. 

Claims 7 and 24: 

Claim 7 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claim 7 because, among other things, there is legally insufficient motivation to 
combine Ward and Allais. Applicants cannot find any motivation to combine the teachings of 
Ward with the teachings of Allais for the purpose of using an "esterified drug" to "prevent[ ] 
fibrotic growth on the one or more chemical sensors," as recited in Applicants' claim 7 (which 
depends from claim 1). The Office Action asserts "[i]t would have been obvious to one having 
ordinary skill in the art . . . to modify the drug eluting substance as disclosed by Ward by 
esterifying the drug as taught by Allais since this allows the duration of the drug's activity to be 
prolonged." (Office Action, pg. 5). 

Applicants submit that one having ordinary skill in the art at the time their invention was 
made (considering Ward) would have had no reason to consult Allais as asserted by the Office 
Action because Ward recites at least two substances which permit slow controlled release, and 
thus long duration activity, of the drug used. For example, Ward recites "[a] preferred polymer 
material for carrying and controlling slow release of the drug is polydimethylsiloxane. 
Corticosteroids can be impregnated in a polydimethylsiloxane matrix so as to provide relatively 
long-term, slow release of the corticosteroids in the surrounding tissue." (Col. 11, Ins. 34-39). 
As another example, Ward recites "[t]ime-release steroid compositions have been utilized in the 

past for other purposes. For example, U.S. Pat. No.5,265,608 to Lee et al discloses a steroid 

eluding electrode in which dexamethasone is incorporated in a polymer matrix which permits 
slow controlled release of the steroid." (Col. 12, Ins. 10-16). 

Because one having ordinary skill in the art at the time the Applicants' invention was 
made (considering Ward) would have had no reason to consult Allais, Applicants' respectfully 
request withdrawal of the rejection of claim 7. 



AMENDMENT AND RESPONSE UNDER 37 CFR §1.111 Page 15 

Serial Number: 10/677,144 Dkt: 279.437US1 

Filing Date: September 30, 2003 

Title: SENSORS HAVING PROTECTIVE ELUTING COATING AND METHOD THEREFOR 

Claim 24 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claim 24 because, among other things, there is legally insufficient motivation to 
combine Ward and Allais. To this end, Applicants hereby incorporate by reference the relevant 
arguments stated above with respect to claim 7. 

Because one having ordinary skill in the art at the time the Applicants' invention was 
made (considering Ward) would have had no reason to consult Allais, Applicants' respectfully 
request withdrawal of the rejection of claim 24. 

Claim 11: 

Applicants object to the rejection of claim 1 1 because of, among other things, the taking 
of official notice with a single reference (Ward) obviousness rejection. Pursuant to M.P.E.P. § 
2144.03, Applicants respectfully traverse the assertion of official notice and request that if the 
Examiner is aware of a reference providing support for the assertion, citation of such reference is 
requested. If a reference cannot be provided, Applicants submit the assertion is formed on the 
personal knowledge of the Examiner, and Applicants request that an affidavit is provided, as 
required by 37 C.F.R. § 1.104(d), or removal of this rejection. 

In addition, the Office Action failed to consider Applicants' invention as a whole (e.g., its 
structure, its properties, and the problem(s) it solves) when rejecting claim 11. For example, 
Applicants' invention comprises a cardiac management implantable device having an 
intravascular device body to which the one or more blood monitoring sensors are coupled. 
Applicants' submit that the claimed invention, as a whole, must be considered in any 
obviousness determination of claim 1 1 . 

Claim 19: 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claim 19 because, among other things, all claim limitations are not found in 
Ward nor Herweck. For example, Applicants cannot find in Ward nor Herweck "wherein 
disposing the drug eluting substance includes painting a drug on the intravascular device body," 
as recited in Applicants' claim 19. 
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In addition, Applicants submit there is legally insufficient motivation to combine Ward 
and Herweck. The Office Action asserts "[i]t would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the method of manufacturing a drug 
eluting implantable glucose sensor as disclosed by Ward by directly painting the drug on the 
sensor body as taught by Herweck since this allows the sensor to be coated with a drug eluting 
substance." (Office Action, pg. 6). The Office Action similarly asserts that Ward, individually, 
"discloses an implantable electrochemical sensor system for measuring blood glucose 
concentrations wherein a drug eluting polymeric coating is disposed as a tape around the 
perimeter of the sensor to prevent fibrotic growth around it." (Office Action, pgs. 5-6). 

The Office Action appears to pick and choose among individual elements of assorted 
references to recreate the claimed invention without some teaching or motivation in the 
references to support their use in the particular claimed combination, as prohibited by Symbol 
Technologies, Inc. 935 F.2d 1569. Motivation to combine requires desirability, not merely a 
trade-off. Winner International Royalty Corp., 202 F.3d 1340. 

Because neither Ward nor Herweck teaches or suggests all of the claimed subject matter 
of Applicants' claim 19, and no legally sufficient motivation to combine the subject matter of 
such references has been provided, Applicants respectfully request withdrawal of the rejection of 
claim 19. 

Claims 25 and 26: 

Applicants submit the Office Action has failed to make out a prima facie case of 
obviousness for claims 25 and 26 because, among other things, there is legally insufficient 
motivation to combine the subject matter of Ward with the non-analogous subject matter of 
Goldburt. As stated in In re Oetiker, "[t]he combination of elements from non-analogous 
sources, in a manner that reconstructs the applicant's invention only with the benefit of 
hindsight, is insufficient to present a prima facie case of obviousness." 

Goldburt "relates to a solid state light modulator structure useful in an apparatus for 
generating an image from a video input signal." (Goldburt, col. 1, Ins. 20-22). In contrast, claim 
25 recites "mixing a drug with liquid silicone to form the drug eluting substance" (and 
preventing fibrotic growth with the drug eluting substance) and claim 26 recites "curing the drug 
and liquid silicone after the drug and liquid silicone are disposed in one or more cavities of the 
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intravascular device body." A person of ordinary skill in the field of the invention would not 
have combined the teachings of Ward and Goldburt absent the Applicants' invention. 

Because the combination of elements from non-analogous sources in a manner that 
reconstructs the Applicants' invention only with the benefit of hindsight is insufficient to present 
a prima facie case of obviousness, Applicants respectfully request withdrawal of the rejection of 
claims 25 and 26. 



Reservation of the Rizht to Swear Behind References 
Applicants reserve all applicable rights not expressly exercised in connection with this 
response, including, for example, the right to swear being one or more of the cited references. 
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CONCLUSION 

Applicants respectfully submit that the claims are in condition for allowance, and 
notification to that effect is earnestly requested. The Examiner is invited to telephone 
Applicants' attorney at (612) 359-3276 to facilitate prosecution of this application. 

If necessary, please charge any additional fees or credit overpayment to Deposit Account 
No. 19-0743. 

Respectfully submitted, 
QINGSHENG ZHUETAL. 
By their Representatives, 

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. 
P.O. Box 29^ 
Minneapolis j^MN 55402 
(612)3 ' 

Date^ 
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